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April 20, 2023
Shanghai SeeGen Photoelectric Technology Co., Ltd
Yihua Ma
RA Supervisor

3 Floor, Building No.1, 4299 JinDu Road, Minhang District
Shanghai, Shanghai 201108
CHINA

Re:  K222261
Trade/Device Name: Flexible Video-Choledochoscope System
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class Il
Product Code: FBN, KQM, NTN, FET
Dated: March 17, 2023
Received: March 21, 2023

Dear Yihua Ma:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to devices that have been reclassified in
accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require
approval of a premarket approval application (PMA). You may, therefore, market the device, subject to
the general controls provisions of the Act. Although this letter refers to your product as a device, please
be aware that some cleared products may instead be combination products. The 510(k) Premarket
Notification Database located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
identifies combination product submissions. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration. Please note: CDRH does not evaluate information
related to contract liability warranties. We remind you, however, that device labeling must be truthful
and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may
be subject to additional controls. Existing major regulations affecting your device can be found in the
Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
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Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21
CFR Part 801); medical device reporting (reporting of medical device-related adverse events) (21 CFR
803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-
reporting-combination-products); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820) for devices or current good manufacturing practices (21
CFR 4, Subpart A) for combination products; and, if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR
Part 807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-
device-reporting-mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products,
including information about labeling regulations, please see Device Advice
(https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance) and CDRH
Learn (https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may
contact the Division of Industry and Consumer Education (DICE) to ask a question about a specific
regulatory topic. See the DICE website (https://www.fda.gov/medical-devices/device-advice-
comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice) for
more information or contact DICE by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-
796-7100).

Sincerely,

Shanil P. Haugen -5

Shanil P. Haugen, Ph.D.

Assistant Director

DHT3A: Division of Renal, Gastrointestinal,
Obesity and Transplant Devices

OHT3: Office of GastroRenal, ObGyn,
General Hospital and Urology Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure
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Food and Drug Administration Expiration Date: 06/30/2023
Indications for Use See PRA Statement below.

510(k) Number (if known)
K222261

Device Name
Flexible Video-Choledochoscope System

Indications for Use (Describe)
The Flexible Video-Choledochoscope System is indicated for use in diagnostic and therapeutic applications during
endoscopic procedures in the pancreatico-biliary system including the hepatic ducts.

The Flexible Video-Choledochoscope System comprises two components: the Flexible Video- Choledochoscope and
Imaging Processor System (Including Light Source).

The Flexible Video-Choledochoscope is indicated for use in diagnostic and therapeutic applications during endoscopic
procedures in the pancreatico-biliary system including the hepatic ducts.

The imaging processor system (including the light source) provides illumination for Flexible Video-Choledochoscope ar
is also used to receive the signal from the endoscope, then convert it into an image and display it on the examination
monitor.

Type of Use (Select one or both, as applicable)

E Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”



1BHF PG

# % % $% $& %W $ % X )¥(
H* & % - .83
5 6 78
( & ;AR <H" & #
= &A < B8 B | & B#
## | &
- & F
1 $0 /3'H
A# B<H" € #
R & < BB B | & B#
## | E
]l
K< # BY 3
E &+
&HO
3E'
B E HECABL
- B &0M WP
$ &)=
2y - $< 1R
9/ B ( : |- .h2
)/ B RS $RPIK
&80 : | ABST F= e
E@
B E : S a<fQ E
5 = @
- B D HERH ERe $
B &)=
KX E<)#
9/ - < 1R
Q/ B ( : |- .12
9/ B RS SRPIK
&80 : | BST F=B




1BHF

PG
# 1
a0 -, W) ; - ) % $%6 (%)
A p 0 1 %2 - Y0 131
5 $YRO-, W6 ) i - ) 6 -
) B - 8 - % )') 1- 45
6 % ). 9 ) ‘% ) /
4%-8
5 &1 ' % A :
5% - 0- 5 - 1) ’ -
: I '8 %- - Yol k-
W% / 4 ) -
0 1 %2 Y0 131 - ) 1M
71 5 € ko) “ /
- - ) &5, 1 1)
% % 4 > ) % - ) 1)
- o/ % ), 1 ) 4
P )0@o % .) /%) !
% 9 % ", » %)
)/ &)1 ) 9% %
S ) ' /- %
- %&b 9 ' ) -- 4
) 5 P, %4¥x %1,
+>%7 9 ,,, @ -, S I- . % -
% 7 ) M oW % 9 noow
oy /- )y 0 1 YO 131
Yo . 1)/ 4 )1
ACB HOE
-, Vb )b ) - )t
o % ) 1) ) %
Yot ) 1,
5 $Y&b-, ¥ ) > - "
- Pe)(Eo p 1D Y0 131
4
5 $9&6-, W) ) e )



1BHF

PG

#u! 1 % I
! #
B o»
B %S #" FE F GG &
& H |[$ '
B DB K
@ %S #[ FE F GG |S
K & H $|F
!
%
%$ #|' FE F GG
& H $|F
o8 F S
0 F
G F G®
F
FE F
%S #|' &
&
! F S
F
F G®
& | F
#" 0,
B %
!
! FE F
&




1BHF

PG
I
#H#
!
OI&(CX n % L} B
1+
B 8B 8 3 9
&
05) D D& G
& &R AD
B ®
) &B
J & D DM N
5 N| 8
28 ? D DM
N 8
©®© D X
|3 P DR MR ZDB  MHF
SRR BRMAF
AD \ i
DR MW
NRMAF
]
) 41 T N
1)
1 BB & 3 9 dv3
c, 75
YB n
oe
N #
h i
i i




PG

1BHF

* A
— o
+
3 & - + 3
+ &
o3 : % @ &+ &
o * o3
# = B3 | & w3 o - T % o 5 @ |
wm wm B - - w_..” *x = == = ¢
M$. —~ %
Bey
(%]
*
+
o N >
<
@ & ) _ ©
# O
#X%u\ M$ 5. [T N @) = X
- H+ -
x 9# & .
=+
= & &
= “MCM#D.u —~ w._u m$# 0/0
T ﬁ# LI
#)

$#




1BHF PG

!I
1% % | #3(&
I* I I
4 + L& %
0
1
2
41+ + 4
# +  $ # o+ $
+5 6 T+ +65 7+
9, SBIRGG
# 3 "1 I K /
+ 1 M
M # + 0D P
9 (R JIAY Xane@
N LM ¥ 4 4
4 4 " Z%0/ ) o)
4 54 4 " 6+t/ 8
I'&// 6 %/ &
" 5 ZKB 4



1BHF PG

»
& ('B% &
R
0 1
€ ) =
& 9 A)
&> () 'B’
= %>

"

I O B

5

>? "PB) b=
%+3B C) ('

(& ((¢

l%(

(
@

3
@

(

6F % 289
) t?
&G <
(4 '4 004





